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b ?? npec ! f Ic puhl tr.it f orat. We''.iM a soma r ecomment!n t lon. butilf

P3 the inve sti cator - ha s other re f erences 'thet - he care s to' use , .
'

t

24 .tha t's acc e ptabj c.
v

'PS We rio no t e xpe c t the.t-this wi11 be..a simple tssk.L
,

L

"

,

L

.

-
N

.



M5 7%m ., n
g,

.y .

p; - o g- g- ,

' 3 9 , x.. - . . ;,; .

atr - n

- 7: ~u .

.- ps-.
.m.

-
-

** c
c ,4.,

@ , % y 7. < .g _.

',m .g
') : p :j , W . m/. W l : . I' *)a veu '.'' r 1 c 1 ' *.* f c.ur+ s.1 10 n s .

. ,

o

y ,p ; y-
. ;:

f,, 4
< - yc,y,.f j ,,.,.... . .i :nerra j! jt' - n4,

.s , ,; 3;4

in R '
' '

, -

i n 1 rr 4 af PM se . J i . i t. i' r.o r t 11 bM f rv,tr sanc ti l2yg
.

. .y. . , . w ,.

'
' .

1| ' .h,*Ard M r ? D r" *.o d . '+u W pectLret<hta> .o qo. tut; and do: somt. :,r' .y"- i

-

.. :,1 .;. w ,~ r.htw ur .T '. m ..-
- . ' - g

r. - ..I.' . . ..w ,

:* . r. R%, g ._., :h .
,

.

4.

a

;4 i : . .

'K - g1 9n , t'Arr.q::rt- y e.. . ,

m- -
..

l'.4. ? v i J. (1 Ird Ioiv! L.c:.. d , = *. , *. . v i J d . . . , . 4 ; -

W . ts,

a' ,N n:1-ve.actur.e.r6;) *'r veJ st!+.ctu as'e ul:H h..: li..ra.JSJnee.

,

-10 Wa dr.,v' t inm. .'h we'rt o H nh.-th'* 9 7. t e>t1: note-wou)dt,'

1
m

. .

'
y

. Lli v.iry; . : a.it 1 y , : f r ; < trii n.Wninhe re' ti.e c rt iacorus right I: c . -
,

,

W'

, ,

a1? .

:).F r.9 .N'' it i t. .wr e s t i r. a t r,~ r. | t hat.1 P'e ne c 9 s h

t' fi e r f o''m t t.o *P.V.!v , . twc, ma n-ye a t s dr n. -st e rs. I f .;y nit y ! | ?~

i 13
. p

'14 -. f os , o cr.i. .. s t m: th. d;P, e , f 1 o ) d ' d a t a . .
-

'" ' :-
w

:&. \
~

151
19, 00L".20llv1DTi n.stJ uould includC thc1 travel:'

,,a

x If .ccats?'

i

171 VR . P/.lGONT4 No t tie c e ssar t i v. That wouldfbe uph

ifV =L ' I fi th'e ot r! derf t o hlw Mn e st inate.
y .

p m
* 14 Mr! .t ual,1;Wil'4] DT L .'.'o ,. t n e' 7.s c,1; 4 i n ;i'n n .e.e ! ) . t A r ti

y ;,
t.s t ti J ) t ! :.u r , e ' t h ^ tis ;nte t -K t 0 - me.'ll ch !

4 .?N p i t,i!; li n X:ine:t_ . *
-

-

'21~ 8 ur v e 1 ! j .ust: ;racedures?- iM r e x wui e , ,s s- unde r t ne OSilA-
.

. <

iy. g>

772 M t: r g:er:ilth; ) w dose rndistlon?-'

,

'

. ,u-

23' f.9 . F/ ; .h).'iT : ' W e ' r e J e a v !n-) this open to.the'" ~( ..

-.

' nveutivttor to r"copraend whate ver he f eels js appropriatem . - <N iM ,|2 .

e .

*
.

.& a nd tser o sv.b r y.'

>

n t

~- k .', 3

'

'' s .

{

b

4

6.

,'.'j ' <

.

$
'

5 p''< -
, *

,

^..y
%

_-' # J1 g -m
f



g$q q ; ' f 9 4
ge m = ,

<my:g ' . :
> , ,

-

,u,
, . T 116?
}$,p[.h,gy;

'c. . '

$:

r - , .

q |- ;; - p.y. Jn! n g! w;D rs. sq,! Tast " ' . 1 A not us! t < 'e) ea6.

y <r .

,

. a .i '.+ . ; di v e n' t h a t ''t.<' .> p : i 'irL t o - % v e nV4 J|, , ,, y.. g .h- 'Miv > ' el o ' re[."
h i sorat to control . popul e tions ' f rc, : .c t udy p.>pul at !:n t .

:1

p . l .n ' othe r words. what. .woul d - be : 6:co p!ish?d ; in{you4 T
m. ' <

~|- .,"'*

4p !.i : Vt .,4, ey ,6 5)( 5 7.'

,

i;& . .

.. t h' re . are 'c e rt o!riF R , 'sA RLO,*i r i, J.'ie - r r a l 1 : e - t ha tF~ .o
y _; >

pn;ut!at ion , f cr. Ahl:h i the ret may - not be .'a r.orepr i h* e f j e;c:-)' ;- '
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~ ?. %'. AVEWY: I -thinh *nct !! '
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. .

7 tier paopl:. ts
v. ell <ss t.h e p r l ':. . . Th.3 e s:e j o: ion stat ed ne re

'Fr tty o" h a!.90lut9. But '! urin 1 the i fico t j c'.i on p roc e n
4 j ti *

s :c rwutlo s.
6 yc.u : w. :yi r. : :. tur;h~: 11 'ou t es . ' !. ,

,

6 But i th!nh !t sopui t! a:ip) v to 1:wer t i 'r :nos! t , too, as we

I as tc M ~ p: '~e.

!! t. ;Gr . s t '. i: 7.'.): r i..ii'it v '- u.<t ir.. a fallow-c..

9 e1 fort | . orr. t. h - h' OC --"

10 !'.U . C' / Ri's ri a ri: fro: Env i r c --Con t r ol .

.! ! !/d 111 e yo's to co.mnt o n To r,1. 3 of Phase .11 !

12 r . p. s . t i : .1 c v . c m~ ' . . c ri o u: '^ : ~ 1 b c || e r. . un.s t.- uort at* .
,

13 effort and hc .uch c:aphasi s <!c you havn in mind for that

14 portion of tl.c study?,,

15 MW. i' Ai~ Sn:!T: We f e el that s.-v conr. icie ra t i on sht.*

ot;.or de l e tte rious heal tn e t, act s such as potent.h :
.16 he ende of

17 oen et ic e f f <:c t s , consid:ra t ic.n; of . If'one will, unspectfIc-
,

19 Jjfe span shortenina.

10 There are a whole !!st of potential health ef f ec t.

2 C-
We rio e xpec t , no u e v :$ r . that th. c.ain c'oncesis :hould be on

21 tho.*e health affects whicn ara recogn!.ed as beinc ma,}or

R pi;entini lie.n I t h e f f a r. t - f i n'r. . s pri .or o tn low Iri v e J- l o n ! 7 i n.

23 redintion.

24 DR. STRAi!GE: Strange, Franklin institute.

25 I think you raised a quest 100 when you answered t'
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*2 t hi s t o 9 t f a t t; In .;dul's?
'

3 You're not eyeluding unborn?e

*

4- l!.3. P ARSONT: !!o , we're not ex c .l udi ng '.ncorn .

' f RA!". E 4 1 was try na to f'ytre cut if you were,5 Dl! . J

if Tosh 3 was where we were being concer*ie:-y
6, tal): f r:9 re sout -

>

7 with-these ! @ss, n- whether nr not uhi' vau ,lu:t said
t

me in c a ru r. i s a s t o i v conducted on8 impl i e d ' "a. t th O,

,

9' populations.

10 r!.9. P A RCO NT : 1 thini: Task 2 i s presented so that-,

''i.

e f ull view rather than concentrating in _one,11 We ecn get

12 s pec t;'ic brr e.

13 We recognize that the controversy is not sp eci f i c
\ over other effects as wcJ1.14 over carcinogenesis, but

15 MR. P ARS')NT8 1f t'here a re no- othe r q ue s t ions ---,

b
lo DR. Il00TnN I have ,l u s t one nnall point.

17 Would it be possible-to have the transcripts and

18 any revls!ons sent to people.who are here even if they're

'19 not on the origiraal list of RFP recipients?

!?O AR. GUSTAvp .r>h, yes. You will have to reglst*r,

21 though.

22 DR. it00 TUN: I did. register, but I dfdn't get the .

23 RFP original) y.

24 MR. GUST,WE s Then .we don't have your address, so

25 You're galna to have to rentster with your complete mailing
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OTHER CC'mCMTIONSLB.
,

1. Cost Evaluation

. A separate cost cnalysis will be performed on each business proposal.
To piovide c co ron base.for evaluatien of business proposals, level
of.cifort data shall be et. pressed as nan-hours.

Award teill be made to the offeror presenting- the best overall proposal
.with consi& rction being given to Orgeni:ational Cepubilities, Technical
Approach, and Estimated Coste. The relative importance of Organizational.
Captoilitier and Technical Approach is shown by the nur..erical weights

Estimated Custs is less important then the other twoassigned to eatn.
hearJ vill not r.ccessarily be made to the. offeror uith the lowestareas.

es tir:ete'J costs. Estimatori Costs will ba ceterninhtive only when there .is
no substantial difierence in the aggrcoate quality of the Organizational
Capabilities and Technical Approach between offerors being considered for
award.

The povernment reserves the right to nahe an award to the best advantage |
of the gcvarnt,'ei.t, cost and other factors considered.

2. Conflict of interest

There are two paramount principics which the Commission must consider -ii
in determining if a conflict of interest would cxist by award of this worL '

(a) liight the cward in any way give rise to a conflict that biases or
prejudicos the results that the Com.ission expects?.

(b) Might the award put the contractor in an unfair competitive. advantage
with respect to other contractors?

In order to assistithe Con';nission in applying the above two principles
to submitted proposals, the offeror should describe any significant

-contractuai and organizaticnal relationships of the offeror, its
Iemployees or exoected subcciitractors on this contract, with industry

associations-(e.g. , utilities, etc. ) and suppliers thereof (e.g. , archi- 1

tect engineers and reactor manufacturers, etc.) which might give rise to ,

an apparent or actual conflict of interest in the event of a contract ;

cuard to an offeror. Excmples of some of .the relationships which would
be of concern to the liRC in this context are generally described in the
NRC General Staten;cnt of policy Regarding the Avoidance of Contractor
Organizational Conflicts of Interest, copy of which is attached for your

]information.

The possibility that an offeror which roccives this contract could |
j benefit from the conclusion that further epidemiologic research is1i

feasible by way of participating in such a follow-on effort gives risej
to an inherent conflict of interest. It is therefore anticipated that

the contract u111 contain language excluding the successful offeror from

'.
participating in follew-on effort in the event that such 'ollow-on effort
is undertaken by the NRC.

,,n , , . , , e . , ,, ,
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SCOPE OF WDEP., TERPS ant' CONDIT10NS .
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ARTICLE 1 .57*7E"ENT or 'iORK

-
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-

i

5
A. HI STMY_'

0tian Act of 1974, es m.anded, alolished the A:omic
Enercy Ccriissien ( A C) e :d cr>;eted a n(W cacncy, the 'huclur Reclatory .
The EnerEy F.;tergani: !$
Co:nission!(NRC), to which was trcnsferred the licer.;ing and relatedIF
reculctory authority of the AEC under the Atcmic Energy Act of 199, ash NRC

he Energ'.c Reorganizatic.n Act also added :vthority for t eEntr';y Reset er b and
; ~

;
' c. mend ed .

|to licens! and rc9ulate certcin facilities of Li:e0 t ion (ERD.*.), which was also crea t ed by tia t Act.
Developmen.= Administ:

A.Stucv to Datermine the feasibilitv of Conductino an-
EDIrITIoWiiF1 n"e s t : e a t wri Ti tue isa'TtTfGic t s Tf-PROJECT-TITLE: ~~~

[L[oELTv'eI~1onTTiiio i;aojM~
,

<

. ,J

BACKCROUND AND 03JECTWLS8.

To improve t he scientific bcsis f or their reculatory cctivities, theNuclear Regulatory Cownission cnd the invironmental Protection Acency
.

e
lferc.

in consultation with the Departnent of Ilealth. Education anj '.;eidemiolon:c
will ' support a. study to assess the feasibility of performino ep

i l

investications of the health effects incoced by exposure to low-leve s!

The purrese of 'his feasibility study is te h

ascertain the overall'value and likelibcod of scientific :: crit of sucof ionirino radidtion. ;

1epidemiolooic investications. l

The dose levels of Primary interest are those applicable to coeturmt l en-

experienced by populations both in the work place and the ceneraSingle, repeated and continued exposures should be consicer"c.
viror.mont. q

It can be assumed that t he l uman health effect s indured at leu-levehh . ' ." ]
of radictien exposure are similar to those observed non:, ally inr,ased on the Present body oi knowledce, t he prc mein.e *

g
' ' ' >

detectable health ef f ect is the in:hiction of neoplastic diseases.for which quantitati'.e r S.populations, r

- ever, there are other human health ef fects in'n'' ;

Such et f ectt. ere also of intere.;t i

estimates are availchle. Publications of the Cc :mittee on the Bioleoical Ef f cct s C;(:
Jenizine Radiation (PEIR) c' t he Natinnal /.cademy of Science 5.study.

f I.: cM *-

the United Mction's Scient i fic Com":it tee on the Ef icct s o
I''

Radiation (UHSCEM) and other relevant rublicaticos should t'e 30-These ret erences should also be cen!;f
in makinn assumptions on dose-ef fect relationships and correspondicd

>

references for these ef fects.
; ,

risk estimates.

' i
L?
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/p = The cycrall ch.ie: Lives of this f easibilitySstudy cre:.
p ,

R' (4i). to-define the statistical . technical . and adminit.trative st#noths
h!

and constroints rhich are ir.herent in the conduct of epider.1nlo':ic '
studict on sub.iects . exposed to low-ievol ioni:ir p .rediatnri;-

'

I"' (ii)1 to' ennine the merit of conducting such epider;iolccic !!t; dies on :
~ , the herh h ef fccts of Icw-level icnizino radiaticn evposure in.

p, 11ight of the strengths and. constraints-identitied it, (i) above'.."

current'I.nowledce of biological ef fects and the cherccteristics off
g
B candidite populetions.i

4
k.

i C. - STATEMEllT OF l|OpH-P ,

o

The Contractor.shall-' provide the necessary persennel, f acilities. naterials,
ano wrvicesLto acccanlisikthe specific ' tasks listed helea. '?he effert:

h _ hereunder will be sccomplished in tv(o phases the details-of which arei
J presented in the secpe of work which follows,
t

I.^

k Phasc 1. rrtEL1Mit|Ai(Y At:ALYS1S Of STATISTICAL STRE::GTHS A m L!!'lTAllo::SL
b,

Task 1). Conduct a literature. search and identify various rethods of~

conductiho epidemiolonic investioations relevant to -the ef fectsr

of low-level ionizinc radiction. 'l1:

Task .2) . Provide a ispecific evaluation of t he strenoths and linitations of ~
epidemiclooic nietheds Lto estinate t he' risk of health ef fects-
frcn exposure to low-level ionizine radiation in various'popu-'q,

'.
,

lations receivino radiat ion' doses in excess of " normal".bacimrannu
~

l evel s.. The contractor may propose. erd evaluate any suitableo

epidemiologic ntethods notuidentified by the literature. search.

:Th'e evaluction thall adcress t he influencfof data anality.
~

,'

potenti al conf oundi.r.g or ef'ect-modi f yi nc environmental . deme- - j

oraphic .and other' pertinent -f actors; the possible accuisition e'
. adequate pooulation. size for study; and t he capacity to discrirdra:el-
- between incremental' radiation induced i:ist and existing "norna'". y

"'

risk of health eif ects. -

+

..

Tasl:- 3) Based on currently available risl: estimates and dose-effect
,

relationshirs,. assess the ' likelihood of epidemiolooic studies
distinnuishino increnental radiation induced health ef fects- 7

f ren conditions end diserders nornally eccurrirp. The nosi
reports cf t he i:E!H Cm;ittec. (8:.SCFAR and other relevantrecent

publications shcIl be used es cuides for both of these f actors.
The rance of rish estir:ates shall l'e included in the analyses.
based on t.hichever publications are sclet ted.

4

The populations identified f or this pursese shall include, but
do not have to be linited to: cccupat icnally exposed individuals;
resident s in arcat with high nctural ind/er technologically
enhalv.ed backcrenrd; rM idelit s i n c r e.15 cf nuclear facilities;

' >

m ,
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h and groups exoosed during ::cdical procedures other than for the i

L treatment of neoplastic diseases, foralations wnico have been the
subject of previo:ss.epidemiologic investigations of the ef fects of s

low-level ionizing radiation shall also be included,

i Task 4) Deterr.iine which of the populations. identified in Task 3 above are
, s most. suitable for epidemiologic studies of tne re31tn ef fects of-

low-level ioni:ing radiation. Determination shall to t'ased on
such factors as study and control population cc.mosition and size;
potential confou.1 ding facters; variability in lec3F background
radiation; variability in local' rates of- bealth ef fa:ts; and popu- |
lation roobility. EAplain why other popyldtions ida tified in '

Task '3 above are not considered suitable for furner study, and.
examine at wnat level of risk and/or e>posure epidaniologic studies
on such populations tecome feasible.

Note: Phase I must be corp!cted and.a report sulcitted to the fiRC
within. sixty (60) days after the effectivo date of the
contract. *

Phase II. DETAILED SCIENTITIC CONSIDERATIONS Of FEASIGil.lTY AND COST
.. BASED ON FIELD EXAhlNATION Of RELEVANT POPULATION

' l- CHARACTERISTICS.

Ta sk - 1 )' for each of.'.he populations identified in Dhase 1, Task 4, as-

suitable for epidmaiologic studies on health effects of low-level
ionizing radiation, de ormine the nature,- form, extent, cuality and
recessibility of existing health and radiation exposure data.
Radiation exposure' data should take into account the various
characteristics of the dif.ferent types of ionizing radiations.

IThe Contractor shall identi fy and estirr. ate the nagnitude
of the uncertainties in the radiation exposure data.

-Investigate and discuss potential control populations and evaluate
their potential contributions to an epidemiologic study cr studies
and provide cost estinates for such studies. I der.t i f) and assess
potential confounding and ef fect-modifying factors relative to the ;

study and control populations under considerction. Recon rend'
those specific sources of = data most appropriate to such a study.

Task 2)a Assess, based on Task 1, if it is possible to accomplish with
existing data (for specific cancer sites, types and total cancer)
either or both of the following objectives:

( i) Describe and quantify, usino medels and statistical
analyses, including confidence intervels, the excess
of cancer arising f rom exposure to low-level ionizing'

radiation. Include 3 discussion of considerations ofi-
L study and control population size with dif ferent anticipated

/ levels of risk and exposures and how confidence limits;.
are af fected by variations in these parameters,''

,

i

(ii) Describe an upper bound of risk for radiation-induced
emn
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lt:it not iiilende"' that the contractor will develop specific
models. However. :no_ contr cctor can select apriropriate nodels
for illustrative purposes.

,

2)b:| Tor each population and epidemiologic approach considered, analyze ,

the interrelationships among scope. duration and and cost.
'

Explore which, if any, other deleterious health ef fects resultingTask 3) from exposure to low-level ionizino radiation can be successfully j

studied in epidemiologic investigations of the selected populations.
IIdentify hcw current d6tc bases end record keepinq practices couldTask 4) This ibe improved for continuing epideniolegic studio:; in this area.

shall include identification of possible new data bases and record
_

keeping practices .that should he initiated to support epidemiologic_ - *
studies in the future. -

Task 5) .for potential control populations that were eliminated from further
'

considerttion because of-the lack of recdily available health or
exposure data, identify thoso, if any, for which sono useful
estimato could be obtained by field recenstructuion ni the neces ary

For such populations, estimate the effort that would bedata.
involved in collecting (or recnnstructing) the necess :ry data and-
the quality of the expected epidemiologic results.'

.

- U .'- REPORT REfqU!REMElii3-

The technical reports listed below are to be documented, produced and
disseminated in accordance with f1RC Mcnual Chapter 3202, which is part :

.

of this contract.

.

Y

". g'
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1. SPECIFIC REP 0nl - MOUMi NglS ,

| Monthly letter progress report, in one (1) copy to the Contracting -a.
Officer's Autnorized Ret resentative (COAL) and one (1) copy toi
the Contracting Officer, shall hn due by :ne 10th day of each
month and shall include as a c.inimwn:

i. A technical . report of progress describing findings to.date,'

prot 1 cms incurred and solutions proposed, cod plans for the
'erisuil89 Month.

ii. A .eport of costs incurred f.c date as follows:

Direct Labor Costs
Ti; vel Expenses
Overhood
Adriitional Costs
. forecasts for-Contract Cemeietion <

b. Within sixty (CO) days af ter the effective date of the contract,
the centractor thall submit a comprehensive report on the final
results of Pha ( !.

.

A comprehensive sur.;rary report on the results of Phase 1 and rciti;c.
to date oLiained on phase 11 shal.1 be. submitted on_ August 31, lib.

d. A progress report on Ph:sse 11 shall be submitted two (2) weeks
prior to the eighth (Uth) month meeting. ;

.

'

e. The final report shall be submitted in one (l| reproducible'icaMr'-
ready) copy and five (5) copics to the C0AR and one (1) copy te.th.
Contracting 0f ficer. ;

E. SCHEDULE

Phase ! - Complete within sixty (60) days after award of contract
.

Final Report ~ - Complete within fifteen (15) uonths after award 'of contract

F. 11EETillGS

The contractor shall participate in various neetings with the imC staf f
during the contract period. The schedule of thest mcetings follows:

(1) Approximately two weeks af ter the ef fective | ate of the contract.
members of the .2C staff shall taeet with tne contractor's rerrese a
tives at tie contractor's fccility (place of perfornance) to disc..

the progress (.nd direction of Posse 1.

(2) On September 10,1979 (at a time to be assioned at a laterI '

date), the contractor shall Ret with members of the llRC staf
at the NRC of fices, tiicholson Lar.e, Rockville, Maryland, and N
prepared t.] discuss the August 31, 1979 report.

-
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14, -i M@| DEPARTMENT CF HEALTH.' EDUCATION. AND WELTARE' '

f
'

b PueLic HCALTH stRvect :-''

I.-
etNTan Fon c:St ASE coNTaoL--

. .s

!NATIONAL ONSTITUTC FOR OCCUPATIONAL S AFETV ANg Mg AL9g
, R0staf A, T AFT L ABOR ATOnttS -

4874 COLUMBI A PAMMWAY. CONCINN Ati, OMIO 88888 4

June 27,.1979 ;

,

!
. ,.

.

{

i;

.

Dr. Elliott Stonehill
Program Analysis and Formulation Branch
National Cencer Institute, NIH ,

Building 31, Room 10 A 52
.Bethesda, Maryland 20205'

,

-

-Dear Dr. Stonehill - :

At'the request of Dr.' Anthony Robbins I am sending you the material. '
a

'

. I received June ''5,1979 from NRC staff members, Mr.; Robert Purple,."

After c review by and reaction from NIOSHand Mr. Mike Parsont.-
,

*

, staff it is our plan to meet with Mr. Purple and his staff ' for the5:

purpose of discussing the-data needed for establishing a registry of,

}- TMI workers. !!a '

g' ' Sincerely yours,
''

,

,

'

' , . ).

*

[ ,.

*

! Todd M. Frazier .

)-, { Chief, Surveillance Branch-
-

j |= Division'of' Surveillance, Hazard|. ;
'

' Evaluations, and Field Studies#'

..

'

.

- ;i Enclosure
'

I
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